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This is the FINAL DECISION of the Acting Assistant Secretary of 
Gefense (Eealth Affairs) in the CHAMPUS Appeal OASD(HA) Case  File 
83-03 pursuant to 10 U.S.C. 1071-1089 and DoD 6010.8-R, chapter 
X. The appealing party is the CHAMPUS beneficiary, who was 
represented by her sponsor, a retired officer of the United 
States Army. The appeal involves the denial  of CHAMPUS coveraqe 
for food desensitization injection material supplied by 

April 29, 1 9 8 0 .  The amount in dispute involves charges of 
$303.00. 

, L1.D. of Norwalk,  Connecticut, from May 16, 1979, through 

The hearing file of  record, the tape of oral testimony ana the 
argument presented at the hearing, the Hearing Officer's 
Recommended Decision, and the Analysis and Recommendation of the 
Director, OCHAi4PUS have been reviewed. It  is the Hearing 
Officer's recommendation that the OCHAMPUS  denial  of cost-sharing 
for food desensitization injection material  be upheld. The 
IIearing Officer found "The use of food desensitization injections 
are not medically necessary or appropriate medical care, 
constitute experimental or investigative treatment and were not 
provided in accordance with acceptable medical standards as 
indicated by the medical evidence contained in the record." The 
Director, OCHATilPUS, concurs in this finding. The  Director, 
OCHMIPUS, in his Analysis and Recommendation notes that the 
Hearing Officer addressed an issue not integral to the Appeal 
when he specifically found that the treatment received by the 
beneficiary for her allergies from Thy, 1976 to November 11, 
1978,  was a covered medical service and allowable under the prior 
regulation governing the CHAMPUS Basic Program. The  Director, 
OCHAPlPUS nonconcurred in this finding. 

The Acting Assistant Secretary of Defense  (Health Affairs) after 
due consideration of the appeal record,  concurs in the 
recommendation of the Hearing Officer to deny CHACYlPUS 
cost-sharing and hereby adopts the recommendation of the Ilearing 



Officer to deny cost-sharing as the FINAL DECISIOLJ. However, the 
Hearing Officer's finding that food desensitization injections 
were authorized CIIANPUS benefits prior to :Jovember 11, 1 3 7 5  is 
rejected as not supported by law and regulation. 

The  FINAL DECISION of the Acting Assistant Secretary of Defense 
(Health Affairs) is therefore to deny C1lil;lIPUS cost-sharing f o r  
food desensitization injection material.. This decision is based 
on the finding that the medical treatment was not acceptable 
medical practice, was essentially s a  experimental treatmer,t and 
was not provided in keeping with the generaliy acceptable rmrn 
for medical practice in the United States. 

FACTUAL BACKGROUND 

The beneficiary began receiving treatment consisting of regularly 
scheduled desensitization injections for hypersensitivities to 
foods and airborne particlss by  Dr. in 1976. 
The beneficiary stated that the claims for the flrst three years 
were cost-shared by CII3APUS through its f i s c a l  internediariss, 
Connecticut General Life Insurance Company and Slue Shield ef 
Massachusetts. On Jul:~ 18, 1980 m a  August 4, i380, 
respectively, the new CIIAI4PUS Fiscal Intermediary for 
Connecticut,  81ue Shield of California, partially denied two 
seperate claims covering the period  in dispute. Blue Shieid 
allowctd the chsrges for inhalents (airbcrne particles) and 
disaliowed the charges for ingestants ( f o c c !  ~~iiergi~s). The 
billed charges kotallecl 5713.00 of which $410.00 were f o r  
inhalents and -,he remaining $303.00 were f:)r ingestants. n - 5 s  
record establishes the beneficiary is afflictd rbrith 3llerqies 
which render her hypersensitive to  many common 2oods and airborze 
particles. Prior to 1976, she had b,eer, treated by 2 ;lumber of 
allergy specialists, but did not receive S I I ~  significznt results. 
In  Nay, 1976, she had her initial visit and diagnosis by Dr. . The pnysician described the treatner,t  as: 

"a maintenance prcgram which requires her to 
take regularllr scheduled desensitization 
injections f o r  her hypersensitivities to many 
common foods and airborne inhalants. [The 
beneficiary] takes a weekly injectior, for her 
sensitivity to  many geographically CGIXRO~ 
airbcrne inhalants and irritants. She is 
presently on a full-dose injectior. series for 
Dust  Inhalants, I Iold,  Bacteria, Tree, Grass G 
PJeed which is formulated from 2 combination 
of three extracts: Aqueous, Alum G Glycerin. 
The desensitization serizs for ;he food 
intolerances are a l s o  full-dose, and are 
formulated from an Alum Precipitated extract:. 
[The beneficiary] receives desensitization 
injections for Baker's  Yeast, "orewer's Yeast, 
2nd Onion. " 
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The beneficiary testified that she would administer th2 
injections on a weekly basis and that the treatment has been vpry  
successful. It was the treatment for desensitization for food 
intolerances which  was disallowed. 

The beneficiary then requested a First  Level Appeal fro3 
OCI-IPJIPUS. The April 20, 1981 letter included copies of previous 
correspondence 2.5 well as a letter from Dr. . The Dcrctor 
stated : 

"We are demonstrating cause and effect 
relationships between the symptoms of m a r l y  
disorders and exposure to encounter-d 
substar,ces which when c?liminated give 
clipical relief. L t  is impossible to ignorp 
the fasting technique practiced in Xussia for 
contrclling schizophreniz, which has been 
conf irrned 5 y  I I 

The initial findings of , 01 
world reknown, in 1339 showed that the 
psychotic manifestations of pellagra could. be 
completely eliminzted by nutritional means, 
including use of Vitamin B and within a 
year of his work,  others demonstrated 
improvement in psychotic disorders where 
pellagra was not clinically evident. 

I and mJ7self. 

3 '  

We have seen numerous patir.nts who have heen 
able to reiate the actual onset of physical 
or mental disorders to specific chemical 
exposures - various petrochemical substances 
and coal tar substances,  insecticides, focd 
coloring, paint and ;I wide variety of 
household products. 

There is no doubt that in the future 
3llergic, ccoloqic and nutritional factors 
are going to be routinely studied as pnrt of 



t h e   c o n v e n t i o n a l ,   d i a g n o s t i c   s t u d y  of a l l  
p h q r s i c a l   a n d   m e n t a l   d i s o r d e r s .  'I 

T h i s  l e t t e r  d i d   n o t   p e r t a i n  t o  t h e   b e n e f i c i z r y   b u t ,   a p p a r e n t l y ,  
w a s  i n t e n d e d   t o   p r o v i d e   d e t a i l e d   i n f o r m a t i o n   c o n c e r r i i n g  services 
p r o v i d e d  by t h e  p r o v i d e r .  

OCI-IMIPUS by l e t t e r  da ted .   June  3 0 ,  1 9 8 1  i s s u e d  its P i - r s t  Level 
A p p e a l   d e n y i n g   c o s t - s h a r i n g .   T h e   d e t e r m i n a t i c n   i n c l u d e d  a 
s t a t e m e n t   - , h a t ,   " s u b l i n g u a l   a n t i g e n   t h e r a p y  ls 2 ' c o n t r c v e r s i a i  
and  unproven  method of t r e a t m e n t   w h i c h  should :jc c o n s i d e r e d  
u n a c c e p t a b l e  a t  p r e s e n t .  ' I '  

B y  l e t t e r  d a t e d   A u g u s t  15, 1 9 8 1 ,  t h e   b e n e f i c i A r y   r e q u e s t e d  ~3 

h e a r i n g .   S i n c e   t h e   b e n e f i c i a r y ' s  t reatment  Lias bv i n l e c t i c n   a n d  
n o t  by s u b l i n g u a l   a n t i g e n   t h e r a p y  a s  i m p i i e d   i n  the 9C!!AL!PUS 
d e n i a l ,  t h e  l e t t e r  i x c l u d e d   t h e   s t a t e m e n t  t h z l t :  

I n  r e s p o n s e   t o   t h i s   s t a t e m e n t ,  OCHAP~IPUS o b t a i n e d  f ron  t h e  
C o l o r a d o   F o u n d a t i o n   f o r  :,Iedicai C a r e  a m e d i c a l  review of t h e  
t r e a t r G e n t   r e c e i v e d  by t h e   b e n e f i c i a r y .  The m e d i c a l  r - 2 v i e v r  was 
c o n d u c t e d  by  a s p e c i a l i s t   i n   i n t e r n a l   n e d i c i n c   a n d   c c c u p . t i Q n a l  
m e d i c i n e .   T h e   m e d i c a l   r e v i e w e r   s t a t e d :  

"The  American Academy of Allergy Z x e c u t i v e  
Cmunittee nas c o n s i d e r e 6  .avai lable  data  o n  
t h e  e r f e c t i v e n e s s  cf s u b l i n g u a l   p r o v o c a t i v e  
testicle; a n d   s u b c u t a n e o u s   a d m i n i s t r a t i o n  of 
food! ? : < t r a c t s   a n d  has recornrnended k h a t  z h e s e  
t e c h n i q u e s   s h o u l d  be r e s e r v e d  f c r  ~ s e  i n  
c o n t r o l l e d   e x p e r i m e n t s  c ~ l y . ~ '  



w i t h   t h e   g e n e r a i l y   a c c e p t a b l e  norm f o r  
m e d i c a l   p r a c t i c e   i n   t h e   U n i t e d  S t a t e s?"  

The   med ica l  reviewer r e s p o n s e d :  

"blot a t  t h i s  t ine .  The   subcu taneous  sild. 
s u b l i n g u a l   m e t h o d s  of adminis t r ; : t ion  ~f food 
e x t r a c t s   h a v e  no-t b e e n   f o u n d   t o  b e  e f f e c t i v e  
a n d   t h e i r   u s e  i s  n o t   g e n e r a l l y  ..?..ccepted by 
c o n v e n t i o n a l   a l l e r g i s t s .  'I 

fI T 7 . V   tracts of t h e  c > f f e n d i n g   f o o d s   c a n x a i n i n g  
t h e   a c t i v e   s u b s t w , c e s  z i ~ n t  b o t h e r  t h e  n a t i c n t  
are  ic jec ted  i n t o  Lhe arm t o  s t i r a u l a t c  t h e  
p r o d u c t i o n  of a n t i b c d i e s   t h a t  w i l l  p r o t e c t  
t h e   r e s p i r a t o r y  t r a c t  t h e  sane [.ray t h a t  
p o l l e n   a n t i b o d i e s ,  e t c .  wili p r o t e c c   t h e  same 
i n d i v i d u a l .  



The h e a r i l i g  was he ld  on   Augus t  1 3 ,  1 9 8 2  i n   W a s h i n s t o n  D.C. b e f o r e  
OCHN@US H e a r i n g   O f f i c e r ,  I . l r .  . 3 9 t h   t h e  
b e n e f i c i a r y   a n d   t h e   s p o n s o r   a t t e n d e d  t h e  henr i r , g .  'The Iiearizg 
Of f i ce r  h a s   i s s u e d   h i s  Recommended D e c i s i o n   a n d   i s s u a n c e  of 2. 
FINAL D E C I S I O f ?  i s  p r o p e r .  

PRI2.lARY ISSUE AND FIZJDINGS OF FACT 

The p r i m a r y   i s s u e   i n   d i s p u t e  i s  w h e t h e r   t h e  rood d e s e n s i - L i z a t i o n  
i n j e c t i o n  ma te r i a l  c a n   b e   c o n s i d e r e d  tis b e i n g   p r o v i d e d  in 
a c c o r d a n c e   w i t h   a c c e p t e d   p r o f e s s i o n a l   m e d i c a l   s t a n a a r i s  ;:r 
w h e t h e r  it is sr_ill an  e ~ ~ p e r i m e n t a l / i n v e s t i ~ ~ ~ i ~ n a l  t r c a t n c n r .  

The  Department  of D e f e n s e   A p p r o p r i a t i o n s  'Act, 1976, P u b l i c  LJW 
9 4 - 2 1 2 ,  p r o h i b i t e d   t h e   u s e  of CHAT,lPUS funds  f o r ,  I t . .  . a n y   s e r v i c r .  
o r   s u p p l y   w h i c h  i s  n o t   m e d i c a l l y  o r  p s y c h o l o g i c a l l y   I I e c & s s a r y  te 
d i a g n o s e   a n d  t-rear a m e n t a l   o r   p h y s i c a l  illness, i n j u l - l i ,  ,)r 
bod i ly  m a l f u n c t i o n . .  . . 'I T h i s  same l i m i t a t i o n  has keen :in all 
s u b s e q u e n t   D e p a r t s e n t  cf Defelise A p p r c p r i a t i o n  Acts. 

The CIIM-IPUS R e q u l a t i o n   i n   e f f e c t  a t  the t i ne  of car3  In <-ice? .,ti;n 
i n   t h i s  appeal (i!ay 15, 1979 t h r o u g h   A p r i l  2 9 ,  ' L ~ E O )  , 
i . n c o r p o r a t e d   t h i s   l i m i t a t i o n  in c h a p t e r  ;.TI, Doc G O l i i . ? ? - R ,  :2is 
fr;llows : 

~. 

T o  i n t e r p r e t   t h i s   r e g u l a t i o n  as i-t a p 2 i i t . s   t o   t h e   t r e a - t m e n t   i n  
d i s p u t e   r e q u i r e s  c? r e v i e w  of  what  i s  meant by t h e  terrr, " m e d i c a l l y  
n e c e s s a r y .  I '  The d e f i n i t i o n  in D c D  6010.G-R: c h a p t e r  IT, i>roviCss 
"i".Iedically n e c e s s a r y   i n c i u a e s  [ t h e j   c o n c e p t  of a p p r o p r i a t e  
nled.ica1 care .  'I The d e f i c i t i o n  of " 2 . p p r o p r i a t e   m e d i c a l   c a r e "  
r e q u i r e s   t h a t ,  ' I . .  . t h e   m e d i c a l  ssrvices p e r f o r m e d   I n   t h e  
t r e a t m e n t  of 3 disease  o r  i n j u r y  . . .  are  i n   k e e p i n g   w i t h   t h e  
g e n e r a l l y   a c c e p t a b l e   n o r m   f o r  rrkediccl. p r a c t i c e  i;i ?.he i ' n i t e d  
S t a t e s .  

. .  



p e r f o r m e d   u n d e r   c o n t r o l l e d   m e d i c o l e g a l  
c o n d i t i o n s )   w h i c h   d o e s   n o t  meet - t h e   g e n e r a l l y  
a c c e p t e d   s t a n d a r d s  of u s u a l   p r o f e s s i o n a l  
m e d i c a l   p r a c t i c e   i n   t h e   g e n e r a l   m e d i c a l  
community." DoD 6010.3-3, c h a p t e r  II, 3.66. 

T h e   H e a r i n g   O f f i c e r   b e l i e v e d   t h a t   t h e   C l a i m a n t   d i d  recelve 
s u b s t a n t i a l   s u c c e s s f u l   r e s u l t s   f r o m   t h e   m e d i c a l  services r e n d e r e d  
by t h e   t r e a t i n g   p h y s i c i a n .  However, t n e  H e a r i n g   9 f f i c e r  
c o r r e c t l y  s t a t e 6  t h a t  " T h 2  i s s u e  i s  w h e t h e r   s u c h  services a r e  ;i 
c o v e r e d   b e n e f i t .   T h e  CHAMPUS q u i d e l i n e s   [ R e u u l a t i o n j  are t h e  
measure  of w h a t   s e r v i c e s  are a l l o w a b l e   u z d e r   t h e   p r o q r a m . "  

'To d e t e r m i n e   w h e t h e r  it :.7as a c o v e r e d  treatmer,t, i t  i s  necessar:.' 
t o  d e t e r m i n e   w h e t h e r  thz t r e a t m e n t  was "in k e e p i n g   w i t h   t h e  
g e n e r a l l y   a c c e p t a b l e  nori;l f o r   m e d i c a l   p r a c t i c e   i n   t h e   U n i t e d  
S t a t e s "  and w h e t h e r  it_ was a n   e x p e r i m e n t a l  treatmerit. 

T h e   r e c o r d   r e f l e c t s   t h a t ,   t h e   A m e r i c a n  Academy of Ali;.rqy 
Z x e c u t i v e   C o m m i t t e e   " h a s   c c n s i d e r e d   a v a i l a b l e  d a t a  cn t h e  
e f f e c t i v e n e s s   o f   s u b l i n g u a l   p r o v o c a t i v e   t e s t i n g  >.r,d s u b c u t a n e o u s  
d d m i n i s t r a t i o n   o f  food  e x t r a c t s   a n a  has z;ecnm,ended t h a t  these 
t e c h n i q u e s   s h o u l d   b e   r e s e r v e d   f o r   u s e  ir, c o n t r o l i - . d  e:cperin!er;.t;; 
c n l y  . 

" I n t r a c u t a n e c u s  m a  S u b c u r a n e o u s   p r o v o c a t i v e  
and n e u t r a l i z a t i c n   L e s t i n g   a n a   n e u t r a l i z a t i o n  
t h e r a p y   f o r  food a l l e r g i e s   a r e   w i d c l y  usea 
b u t   l a c k   s c i s n t i f i c   e v i c ? L m c e  of 
e f f e c t i v e n e s s .  ;Jo known imnuno log ic  
r n c c h a n i s m   c a n   a c c o u n t   f o r  th2 n e u t r a l i z a t i o n  
of provoked  symptoms by d i l u t e  :;elutions or  
f o o d   a n t i g e n s .   1 n t r a c u . L a n e o u s   a n d  
S u b c u t a n e o u s   p r o v o c a t i v e   a n d   n e u t r a i i z a t i o n  
t e s t i n y   a n d   n e u t r a l i z a t i o n  thcrapy f o r  food 
a l l e r q i e s   s h o u i d  IJe cons i c l e red   sxpz rFmen tL l  
E t  t h i s  time. 
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f o r  services r e n d e r e d .  My c o l l e a g u e s   a n d  I 
g e t   c l i n i c a l   r e s u l t s .  We are  n o t   e n g a q e d   i n  
e x p e r i m e n t a l   t r e a t m e n t s .   O u r   p a t i e n t s  
s u f f e r i n g   f r o m   t h i s  form of i l l n e s s  a r e  t h e  
e x p e r t s   c o n c e r n i n g   t h e   e f f e c t i v e n e s s  of food  
t r e a t m e n t s . .  . . I' 

N e i t h e r   i n   t h i s  l e t t e r ,  n o r   a n y   o f   t h e   a t h s r   c o r r e s p o n d e n c e  by 
t h e   t r e a t i n g   y h y s l c i a n ,   d c e s  it s t a t e  t h z t  t he  A m e r i e 2 . n  l i ec i iza l  
A s s o c i a t i o n  or  a n y   n a t l o n a i l y   r e c o g n i z e d  Tnedic.-.,l g r o u p  has 
e n d o r s e d   f o o d   d e s e n s i t i z a t i o n   t r e a t m e n t  as  b e i n g  " ;I.: keeping xIti1 
t h e   g e n e r a l l y   a c c e p t a b l e  ilorrn f c r  medical p r a c t i c e  i n  th? l j n i t e c  
S t a t e s .  'I "na thcr   i . t  i s  d e s c r i b e d ,   i n  one i n s t a n c ? ,  ;;:; ' I + - " - >  _*.- ;>zt:.:t 
l o g i c a l   s t e p . "   T h e   t r e a t i n g   p h y s i c i a n   d o e s   n o t   q u o t e  the resulzs 
of c o n t r o l l e d   s c i e n t i f i c   s t u d i e s ,   b u t   r e f e r s  cc7 the e x p e r t s  ?.s 
b e i n g   h i s   p a t i - z n t s .  '?he o n l y   r e f e r e n c e  t o  t h e  c;-eat.ment ;I:::PU 

c o n v e n t i o n a l  i s  f r o m   t h e   b e n e f i c i a r y ,  who c t a t e a  she vas q:~c!ti:-!~? 
t h e   p r o v i d e r .  

. .  
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SECONDARY ISSUE 

A n  i s s u e  a l so  a d d r e s s e d   b y   t h e   H e a r i n g   O f f i c e r  was v h e t h c r  
similar claims p r e v i o u s l y   a l l o w e d  by a CHAMPUS f i s c a l  
i n t e r m e d i a r y   f o r   t r e a t m e n t   r e c e i v e d   f r o m  May 2 6 ,  1 9 7 6 ,  t o  
November 11, 1 9 7 8 ,  w o u l d   e s t o p  CHNJIPUS f rom now d e n y i n g  
s u b s e q u e n t  claims. T h e   F e a r i n g   O f f i c e r   c s r r e c t l y   c o n c l u d e d   t h a t  
t h e  claims were p r o p e r l y   d e n i e d   b a s e d   c n  the DoD GOl.G.8-R, 
c h a p t e r  I ,  I\J. 4, w h i c h   p r o v i d e s   t h a t :  

"Claims f o r   o u t p a t i e n t  care o r  new i n p a t i e n t  
cases (o r  I i e w  i n p a t i e n t   e p i s o d e s  OF- an 
ongoin?  casej r e c c i v e d   o n   o r   a f t e r  "_he 
e f f e c t i v e   d a t 2  cf t h i s   R e g u l a t i o n ,   a n d  
w h i c h   i n c l u d e s   s e r v i c e s   a n d / o r   s u p p l i z s  
p r o v i d e d   a f t e r   t h e   e f f e c t i v e   d a t e   o f   t h i s  
R e g u l a t i o n ,  s h a l l  be a d j u d i c a t e d   o n   t h e   b a s i s  
o f  t h i s   Z e q u l a t i o n   i r r e s p e c t i v e  of t h e  
t r a n s i s t i o n a i   a u t h o r i t y   g r a n t e d   i n   t h i s  
S e c t i o n  P i .  " 

I n   p r e v i o u s  PI l iAL DECISIO:TS, e s t o p p e l   : : r g u n e n t s  have been  
a d d r e s s e 6   a n a   c o n s i s t e n t l y   r e j e c t e d   o n   t h e   b a s i s   t h a t  errors  LYJ 
cin a g e n t  a re  n o t   b i n d i n g  L;ipon t h e   g c j v e r ~ r n e n t .  ;!owever, ih L.Le 

H e a r i n g   O f f i c e r   i n   h i s  C i a d i R q s  c o n c l u d e d  -thz.t: 

A s  p r e v i o u s l y  c i t e d ,  t h e   D e p a r t m e n t   o f   D e f e n s e   A p p r o p r i a t i o n s  Act 
f o r   F i s c a l  Year 1 9 7 0 ,  P u b l i c  Law 94-212, p r o h i b i t e d   t h e  USE! of 
CHNIPUS f u n d s   f o r ,  I' . . . a n y   s e r v i c e  o r  supp ly   wh ich  i s  R O C  
medicail!>. or p s y c h o l o g i c a l l y  ilecessary t o   d i a g n o s e   a n d  t r e a t  s. 
m e n t a l   o r   p h y s i c a l   i l l n e s s ,   i n j u r y  or b o d i l y   m i f u n c t i o n .  " The 
CHAPIPUS r e g u i a t i o n   i n   e f f e c t   i n   f i s c a l  :'ear 1376 and up to b!ay 
3 1 ,  1 9 7 7 ,  Army R e g u l a t i g n  40-121, impl-mented  ;his  legs.1 
r e s t r i c t i o n  by a u t h o r i z i n g  CHAPIFUS payrcent f c r ,  ' I .  . . a n y  
p r c c e d u r e s  ana t y p e s  of c a r e   i n o t   o t h e r w i s 3  r=::cludecll. * .  vjhich 
a r e  7ener ; l l l . J   accepte6  as b e i n g  p a r t  ;if geed ;nedic;zl 
p r a c t l c z . .  . . 'I 



finding th3t it was allowable under the prior  replation was 
clearly erroneous. The  Director, OCHAXPUS should cause the 
claims records to be rcviewed and appropriate recoupment a c - t i o n  
initiated under t h e  Federal Claims Collection Act. 

. . .  


